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DETAILED ACTION 

Claims 1-10, 12-34 are pending 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following groups of inventions which are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I, claims 1-10,12-15, drawn to method of evaluating ability to associate 

with molecule comprising human albumin binding regions. The Group is subject 

to a further restriction as specified below. 

Group II, claim 16, drawn to method for identifying activator/inhibitor of a 
molecule comprising human albumin binding regions. The Group is subject to a 
further restriction as specified below.. 

Group III, claims 17-19, drawn to method for identifying ligand interaction with a 
molecule comprising human albumin binding regions. The Group is subject to a 

further restriction as specified below.. 

Group IV, claim 20, drawn to method for optimizing binding of a compound to 
human serum albumin. The Group is subject to a further restriction as specified 
below. 

Group V, claims 21-23, drawn to method of producing database of 3-D 
coordinates. The Group is subject to a further restriction as specified below.. 
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Group VI, claims 24-27, drawn to method of producing database of albumin- 
binding compounds. The Group is subject to a further restriction as specified 
below. 

Group VII, claim 28, drawn to polypeptide comprising human albumin binding 
regions. The Group is subject to a further restriction as specified below.. 
Group VIII, claims 29-34, drawn to method for determining binding affinity to 
human serum albumin domain. The Group is subject to a further restriction as 
specified below. 

This application contains the following groups of inventions which are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . 

The inventions listed as Groups l-VIII do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: Group VII is the 
technical feature that links Groups I to VIII. Group VII is not the contribution over the 
prior art because it would be suggested by references teaching polypeptides comprising 
subdomains of human albumin. As such, it would be suggested by a reference teaching 
human albumin itself as it comprises any of the recited subdomains. Therefore, the lack 
of unity is present because the linking technical feature is not a "special technical 
feature" as defined by PCT Rule 13.2. Further, Groups l-VI, VIII are directed to distinct 
separate methods which do not share a special technical feature because each method 
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contains specific and unique metliod steps wliicli are not sliared by each of the other 
methods and each method has a unique and distinct outcome. 



Further, each of the Groups Is subject to additional restriction the following 
restriction. This subsequent restriction is detailed for the Group I; the restriction of 
corresponding claims of any one of the Groups ll-VIII is applied for the same reasons. 

1.1 Claims 1-5 (in part), and claims 13,14, directed to molecule comprising 
albumin domain lA. 

1.2 Claims 1-5 (in part), and claims 6,7, directed to molecule comprising 
albumin domain IB. 

1.3 Claims 1-5 (in part), directed to molecule comprising albumin subdomain 
combination lA/IB. 

1.4 Claims 1-5 (in part), and claims 8,9, directed to molecule comprising 
albumin domain MA. 

1.5 Claims 1-5 (in part), directed to molecule comprising albumin subdomain 
combination lA/IIA. 

1.6 Claims 1-5 (in part), directed to molecule comprising albumin subdomain 
combination l/ll. 

1.7 Claims 1-5 (in part), directed to molecule comprising albumin subdomain 
combination ll/lll. 
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1.8 Claims 1-5 (in part), directed to molecule comprising albumin domain MB. 

1.9 Claims 1-5 (in part), and claim 15, directed to molecule comprising 
albumin subdomain combination IIA/IIB. 

1.10 Claims 1-5 (in part), and claims 10,12, directed to molecule comprising 
albumin domain IMA. 

1.1 1 Claims 1-5 (in part), directed to molecule comprising albumin domain IIIB. 

1.12. Claims 1-5 (in part), directed to molecule comprising albumin subdomain 
combination IIIA/IIIB. 

1.13 Claims 1-5 (in part), directed to molecule comprising albumin domain IIIB'. 

For groups directed to molecules addressed as comprising single albumin 
domain (e.g., comprising domain lA vs. domain I) the groups are directed to methods 
that do not relate to a single general inventive concept under PCT Rule 13.1 because 
the methods are directed to methods of evaluating structurally distinct products - i.e., 
polypeptides having unrelated structure - that do not overlap in scope, and the 
inventions as claimed are not obvious variants. There is nothing of record to show them 
to be obvious variants. 

The same applies to groups directed to molecules addressed as comprising 
combinations of albumin domains (e.g., lA/IIA vs. IIA/IIB), because the methods are 
directed to methods of evaluating structurally distinct products - i.e., polypeptides 
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having unrelated structure - that do not overlap in scope, and the inventions as claimed 
are not obvious variants. 

With regard to Groups directed to molecules addressed as comprising 
combinations of albumin domains vs. molecules addressed as comprising single 
albumin domain (e.g., Groups lA and IB vs group 1.3) , the Inventions are related as 
subcombinations disclosed as usable together in a single combination. The 
subcombinations are distinct if they do not overlap in scope and are not obvious 
variants, and if it is shown that at least one subcombination is separately usable. When 
subcombinations are separately claimed along with a claimed combination, the 
presence of each subcombination claim may be used as evidence that the combination 
does not require either subcombination for its patentability. MPEP 806.05(d). If either of 
Groups directed to subcombinations (lA and IB in the above example)! is elected and 
found allowable, claims to combination lA/IB would be considered for rejoinder. See 
MPEP 821.04(a). 

Restriction for examination purposes as indicated is proper because all these 
inventions listed in this action are independent or distinct for the reasons given above 
and there would be a serious search and examination burden if restriction were not 
required because one or more of the following reasons apply: 

(a) the inventions have acquired a separate status in the art in view of their 

different classification; 

(b) the inventions have acquired a separate status in the art due to their 
recognized divergent subject matter; 
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(c) the inventions require a different field of search (for example, searching 
different classes/subclasses or electronic resources, or employing different 
search queries); 

(d) the prior art applicable to one invention would not lil<ely be applicable to 
another invention; 

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 
101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement may 
be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the 
elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
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over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Borin whose telephone number is (571) 272- 
0713. The examiner can normally be reached on 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran can be reached on (571 ) 272-0720. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://palr-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael Bonn, Ph.D./ 
Primary Examiner, Art Unit 1631 



